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April 13, 1994
MEMORANDUM
SUBJECT: Interpretation of the Good Laboratory Practice (G.P)
Regul ati on

GLP Regul ati ons Advisory No. 71

FROM David L. Dull, D rector
Laboratory Data Integrity Assurance Division

TO GLP I nspectors

Pl ease find attached an interpretation of the GLP regul ati ons
as issued by the Policy & Gants Dvision of the Ofice of
Conmpliance Monitoring. This interpretation is official policy in
the GLP program and should be followed by all GLP inspectors.

For further information, please contact Francisca E. Liem at
(703) 308-8333.

At t achment

cc: C. Musgrove
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Dear

This is in response to your letter of August 27, 1993 to Dr.
David L. Dull in which you requested clarification regarding
several specific questions related to the requirenents of the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) Good
Laboratory Practice Standards (GPS). That letter was referred to
me for reply.

Specifically, you requested clarification regarding the
foll om ng questi ons:

1. s the GLP conpliance statenent a subm ssion requirenent and
not a final report requirenment [8160.185]?

The GLPS at 40 CFR 160. 12 descri be the statenent of conpliance
or non-conpliance (conpliance statenent) as a subm ssion
requi renent, as opposed to a final reporting requirenent under
40 CFR 160. 185. Note that the list of mnimally required final
report elenents at 40 CFR 160.185(a) does not include the
conpliance statenent. Please note also, however, that this
section also states that the conponents of the final report
are not |limted to itens nentioned in this list. If, for
exanpl e, either the study protocol or the facility's standard
operating procedures (SOP) stated that the study final report
shall include the conpliance statenment, this would becone a
required final report el enent.

2. During the course of a study, it is determ ned that the study
will be termnated or discontinued and not submitted to the
Agency. Can an anendnent to the study protocol be prepared
that states the study will be termnated and a final report
will not be issued [the protocol and any raw data generated
during the study wll be archived, 8160.195(b)(3)]? If a final
report nust be issued, should a conpliance statenent be i ssued
and the report identify that the study was term nated, wll
not be submtted or used to support the registration of a
pesticide, and be signed by the study director?

A final report is required for every study. Anmending the
protocol to state that no final report is to be issued does
not alter the fact that the study will be in nonconpliance.



The G.PS do not require that an internally archived fina
report include a statenment indicating that the report is not
to be submtted to EPA unless it has becone required to
i nclude such a statenent under the study protocol or SOPs.
Note that the study director is required to sign the fina
report, so if such a statenment is an elenent of the fina
report, it by nature is signed by the study director when the
final report is signed.

Finally, please note that should the data eventually be
submtted to the Agency, a conpliance statenent wll be
requi red regardl ess of whether it was generated at the tine of
the study. 40 CFR 160.12 requires that the conpliance
statenent submtted to the Agency nust be a single statenent,
signed by the study director, sponsor, and submtter.

Either prior to or after a conpleted study has been submtted
to the Agency, an area of non-conpliance is identified in a
study. Can an anended conpliance statenent be issued as a
correction to the final report [8160.185(14)(c)]?

When a report is submtted to the Agency, it must include a
true and accurate conpliance statement as required at 40 CFR
160. 12. The conpliance statenents are integral in determning
the acceptability of the data i ncluded in such subm ssions for
t he purpose of regul atory decision nmaking. Subm ssion of an
fal se conpliance statenent is violative under FIFRA section
12(a)(2) (M, (Q, or (R depending on the nature of the
fal sification. Subsequent subm ssions to correct i naccuracies
do not alter the conpliance status of the original subm ssion.
However, if a testing facility, sponsor, or submtter
di scovers that the conpliance statenent was in fact in error,
they are advised to imediately submt an amended detail ed
conpliance statenent to the Agency. In addition, they are
advised to <contact Dr. David Dull, Acting D rector
Agriculture Dvision, Ofice of Conpliance, Ofice of
Enf orcenment and Conpl i ance Assurance.

An amendnent to the conpliance statenment would not constitute
an anmendnent to the study final report as described at 40 CFR
160. 185(a), unless the conpliance statenent constitutes an
el ement of such report as described above.

Prior to subm ssion of a conpl eted study (signed by the study
director), it is determned by the sponsor or applicant that
t he conpliance statenent is not accurate (e.g., an additional
conpliance issue is identified). However, the study director
does not feel that the issue is an area of non-conpliance and
refuses to identify this in the conpliance statenent. Can the
sponsor or applicant reference the study director's signed
conpliance statenent and note additional itens on
non-conpliance in a separate conpliance statenent?



The GLPS require at 40 CFR 160. 12 that a conpli ance st at enent,
signed by the sponsor, applicant, and study director, be
submtted for each study. The statenent nust be of one of
three types given. This requirenment does not provide
flexibility for nmultiple statenments certifying different
| evel s of conpliance.

The Agency depends upon the truth and accuracy of the
statenment, signed by all responsible parties. It is difficult
for the Agency to draw concl usions regarding the conpliance
status of a study if there is not agreenent wth respect to
conpl i ance anong the principal parties involved in the study.
The inplication would be that one of the statenents is fal se.
You are advi sed to contact our office to resol ve di sagreenents
over conpliance issues.

| f you have any questions concerning this response, please

contact Steve How e of ny staff at (703) 308-8290.

Sincerely yours,

/sl John J. Neylan II1Il, Director,
Policy and Grants Division
O fice of Conpliance Monitoring (7202)

CC:

David L. Dull
GP File
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